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DETAILED ACTION 
DETAILED ACTION 

Applicant's arguments, filed 8/6/2008, have been fully considered but they 
are not deemed to be fully persuasive. Rejections and/or objections not 
reiterated from previous office actions are hereby withdrawn. The following 
rejections and/or objects are either reiterated or newly applied. They constitute 
the complete set presently being applied to the instant application. 

Response to Arguments 
Claim Rejections - 35 USC § 102 and 103 

The rejection of Claims 1,3-7, 9-15 and 17-18 under 35 U.S.C. 102(b) as 
being anticipated by US 5556580 ('580) is maintained. The rejection of Claim 8 
under 35 U.S.C. 103(a) as being unpatentable over US 5556580 ('580) is 
maintained. 

Applicant argues that '580 does not disclose the claimed invention 
because '580 discloses extrusion of preformed liposomes. '580 discloses that 
"the liposomal material" is in an aqueous phase when extruded and contains 
liposomes that are formed prior to or during the extrusion process. 

Applicant's arguments have been fully considered but are not found 
persuasive. The Examiner agrees that "the liposomal material" disclosed by '580 
in some embodiments contains preformed liposomes prior to the extrusion steps. 
'580 teaches, however, that this material can be "in the form of liposomes or in a 
mixture of liposome constitutents in nonliposomal form comprising any 



Application/Control Number: 10/584,274 Page 3 

Art Unit: 1618 

constituents that form or associate with liposomes... liposomal material will be 
understood to include lipids, aqueous media, and optionally organic solvents and 
bioactive agents" (see col 3, lines 54-59). Thus, in the broadest teaching of '580, 
the material to be extruded may include lipids (amphiphilic components) that are 
not preformed liposomes. The liposomal material disclosed by '580 is added to 
water after extrusion. Thus, '580 meets every limitation the instant claims. 



New Grounds of Rejection 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 19-21 are rejected under 35 U.S.C. 102(b) as being anticipated by 
US 556580 ('580). '580 discloses a method for producing homogenous colloidal 
nanoparticles comprising (a) extruding a composition comprising a liposomal 
material by means of a compounder and (b) dispersing the extruded composition 
of step (a) in an aqueous medium (see abstract; col 3, line 13 to col 4, line 7). 
The liposomal material comprises lipids (an amphiphilic component) that are not 
formed into liposomes (see col 3, lines 54-59). The extrusion is performed at 100 
psi (7 bar) and room temperature (approximately 22 °C) (see col 2, lines 65-67; 
Examples 3-4). 
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Claims 1 and 3-21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US 5277914 ('914). '914 discloses a method of producing 
homogenous colloidal nanoparticles, comprising (a) extruding a composition 
comprising lipids (an amphiphilic component) and (b) dispersing the extruded 
composition of step (a) in an aqueous medium to form liposomes (see B. General 
Method). The extrusion is performed at 30 °C (col 7, lines 25-28). 

Instant Claim 3 is directed to the FRET of the nanoparticles. Instant Claim 
6 is directed to the polydispersity of the nanoparticles. Although '914 does not 
disclose all the characteristics and properties of the composition disclosed in the 
present claims, based on the substantially identical process using identical 
components, the Examiner has a reasonable basis to believe that the properties 
claimed in the present invention are inherent in the composition disclosed by 
'914. Because the PTO has no means to conduct analytical experiments, the 
burden of proof is shifted to the Applicant to prove that the properties are not 
inherent. ""[T]he discovery of a previously unappreciated property of a prior art 
composition, or of a scientific explanation for the prior art's functioning, does not 
render the old composition patentably new to the discoverer." Atlas Powder Co. 
v. Ireco Inc., 190 F.3d 1342, 1347, 51 USPQ2d 1943, 1947 (Fed. Cir. 1999). 
Thus the claiming of a new use, new function or unknown property which is 
inherently present in the prior art does not necessarily make the claim 
patentable. In re Best, 562 F.2d 1252, 1254, 195 USPQ 430, 433 (CCPA 1977)." 
MPEP§2112, I. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. 
See MPEP § 706.07(a). Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to PAUL DICKINSON whose telephone number 
is (571)270-3499. The examiner can normally be reached on Mon-Thurs 
9:00am-6:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Michael G. Hartley can be reached on 571-272-0616. 
The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ Paul Dickinson 

Supervisory Patent Examiner, Art Unit 1618 Examiner 

AU1618 

November 20, 2008 



